Premarket Approval (PMA) Package-for.
Dockets Management Branch

PMA Number P970020/S040
Docket # 2004M-0024

Guidant Corporation
ACS MULTI-LINK RX DUET®, ACS MULTI-LINK OTW
DUET®, ACS MULTI-LINK RX TRISTAR™, ACS
MULTI-LINK OTW TRISTAR™, ACS MULTI-LINK RX
ULTRA™, ACS MULTI-LINK OTW ULTRA™, ACS
MULTI-LINK RX TETRA™, ACS MULTI-LINK OTW
TETRA™, ACS MULTI-LINK RX PENTA™, ACS
MULTI-LINK OTW PENTA™, ACS RX MULTI-LINK®,
ACS MULTI-LINK®, ACS RX MULTI-LINK HP™, AND
ACS OTW MULTI-LINK HP™ Coronary Stent
Systems

Includes:
Approval Order

Summary of Safety and Effectiveness Data (SSED)
Labeling
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